T Tnrrr" '^--'^^ Patent^ 



Tb^vnKMARK OFFICE, 



APP LICATION NO. 
09/423,863 



FILI NG DATE 
02/08/2000 



~F1 RST NAMED INVENTOR _ 
FREDERIC DONIE 



9115 HAGUE ROAD BLDGD 
KSuS.,^ 46250O457 




DATE MAILED; 12/03/2001 



X, A.r. nffire communication concerning 
Please fmd below and/or attached an Office comm 



this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 



09/423,863 



Examiner 

BaoQun Li 

with the correspondence a 



Applicant(s) 
DONIE ETAL 
Art Unit 



1648 



"Tsh;™statutorvper,ooforrepuv,ssettoexp,re,month(S,f^^^ 

THE MAILING DATE OF THIS COMMUNICATON.^^^^^^ ^^^^^ ^^^^^^ ^ ^^p,y timeiy fued 

earnedVatent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 M Responsive to communication(s) filed on 03OctgbeL2QQl ■ 
_ ■ ciMAi 2b)n This action is non-final. 

2am This action is FINAL. ^°)^ prosecution as to the merits is 

Disposition of Claims 

m Claim(s) i6.l7^J9^3.25.29anm 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 10Z.i9.23,^5.29and3^ 

7) D Claim(s) is/are objected to. 

8) 0 ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

90 The specification is objected to by the Examiner. ^ . , 

, 5Thedav,,ng,s,«on_is/are: a,Da^P..or.Do*c.d.oby..eExa™^^^^^^ 

1 1 )□ The proposed drawing correction filed on is. a)U approve 

,f approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C.§§ 119 and 120 S 119(aHd) or (f) 

13) S Acknowledgment is made ofaclaimforforeign priority under35U.S.C.§119(a)(d)or(f). 

a)IElAll b)n Some*c)n None of: 

1 □ certified copies of the priority documents have been received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) ( o 
a) □ The translation of the foreign language provisional ^PP~-,%^" " 

1 5) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 

Attachment(s) ^ ^^^^^.^^ ^^^^^^ (PTO-413) Paper No(s) • 

1) □ Notice of References Cited (PTO-892) r-, ^^^^ i^f^^g, patent Application (PTO-152) 

2) □ Notice of Draftsperson's Patent Drawing 6)^ Other: '^ptSiMUJL (^t€ V 

3) □ information Disdosure Statement(s) (PTO-1449) PaperNo(s)__^^^^6)^^^)^ 
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DETAILED ACTION 

Claims 16-17, 19, 23, 25, 29 and 30 are pending. 

Sequence requirements 
This appUcat,onc„„.ains sequence d,sclos«es*a, are e„co»passedbythede«^^^ 

^^^^^^ ^ 

Fun compliance wi* the sequence rules is required .n response to .hrs Office Ac. o. 
.on,ple.eresponse.o,h.so«ceac.ionsHould.cludc.o.hcon,pliancew.h*es^^^^^^ 
aud response .0 .he Office Action setforthbelow. Failure to &lly comply wrthbMhthese 
Sen.en.s.n.Keti»eperiodsetforth,n,Hsofficeaction.illbehe,dnon-respons.ve. 

Response to Amendment 
Thisisarespo„se.„theanrendn>ent,paperNo.n,filedMay2B,200..Clain,sl5,.8, 

Claims 16-17, 19. 23, 25, 29 and 30 are considered by the exammer. 

Please note»ygroundofrejec,ion(s)thathasno.beenrepeatedisremoved^ 
Textofthosesec.i„nsofTitle35,U.S.Codenot included inthrsachoncanbefoundma 

prior Office Action. 

Claim Rejections - 35 USC § 112 
Claims 16, .9, 25, and 30 are still rejected under 55 USC § .12, second paragraph on the 
similar ground as described in the previous office action. 

«Applic^tsamendtbeclaims,6.,9,a„d30,odefmetheepttopereg,onnof 

HrV-lsZeDisleandepttopelregtonofHW-lsubtypeBisolateasanHIV-lsubtypeE 
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come therejectionHoweveMhe me.es a„dbo„dsof"avarian.*ereor,nc.a,»sl6. 9,30 

:tJnea.THee,.msa.ei.e,.e.a.„H^.on.espee.nca.o^^ 
*especmcationare„ot«adinto.hee,aims.See/„«K.„G.«.,988F.MU8.,26 

USPQ2d 1057 (Fed. Cir. 1993). Applicants axe suggested to point out .he precse ammoaetd 

sequences that encode the epitope regions to overcome the rejection. 

ThereieCionofolaimZSisstmrnaintainedhecauseApplicantsalsofatlstopomtout 

whatrstheprecisesequencestruotureofepitopelandllofHIV-lsubt^peO. 

Claims 16-17, 19, 23, 25 and 29-30 are still rejected still rejected under 35 USC§n2, 
firstparagraphonthesimilar^oundasdescribedinthepreviousoffieeaetion. 

Applicantsassertthattheclaims 16. ,9 and 30 are amended; therefore, the rejeCon 
shouldbe withdrawn. AppHeantsarg™enthasbeenfu,lyeonsidered,however,it,s not found 
persuasive for the reason that Applicants still fail to teach theprectse sequences or consensus 
lquencesofgp4,epitopelandlI&omanHWsubtypesofgro„pMincluding.he subtype A, 
B c D F O Those sequences areparticularlyimportanttoenablethescopeoftheclatmed 
i:ve:.i:n;ecause the objectionofthe present invention is recited bythe specification as-to 
provide an improvesprocessforthedetectionofantibodies against HIV andparttcularHIV-l 
lb.ypes(claiml6citationofanimmunoassaymethodforde.ectingofanant,bodyagatn 
aoes not limited.0 any parttcul^^onpofHW-lvirus). This improvementprocesssho.^^ 
ensure that especiallythesubtypesofthewildlyspreadgroupMcan be detecte spec, callyand 

clearly" (see specification second paragraph on page 3). In order to overcome the enablement 
rejection,Claimsshouldparticu,arlypointout.hepreciseseque„cesoftheepitopesfro.n 
differentsubtypesofHIVgroupMthatareusedincomb,nationwithdisclosedep.topeIlof 
HW-lsubtypeDandepitopelofHIV-lsubtypeE. Therefore, the rejeCiontssttllmamtatned. 

Claim Rejections -35USC§103 

Claims 16, 17, 19. 23, 25, 29 and 30 are still rejected under 55 USC S 103 (a) , on the 
similar ground as described m the previous office action. . Charmaret 

Applicants argue that the combination of the teaching from DeLeys et al. and Charmaret 
e,al. would ledto an assay wtth two antigensofHIVgroupMandsubtypeD, which ts no, what 
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Applicants areclaiming. Applicants Claim .he combination 0fGroupDwithGroupM(^^^ 

"""" Applicants- argument has been respectfully considered. However, it is not found 
persuasive, in response to applicant's^gumen. that the references fail to show certain feamresof 

applicant's invention, it is noted that the features upon which applicant relies, i.e. the pepttde of 
GroupDare not recited in the reiectedclatms or disclosedmthe specification The methodof 

Apphcants claimed is to detectingthe antibodies against HW-lbyusing the consensuss„ 

ofanHIV-1 subtypeDand an antigen from the epitopeIIregionofgp41 of a different HIV 
subtypesofMgroupandmixture up antigen from epitopieslregtonofthe consensus sequence 

of an HIV-. subtype E isolate. The specification also only discloses the antibodies detected by 
using the antigen form the HIV-1 G group M's subtypes, such as subtypes A. B. c, D, D, O or E 
(Tables 1-3 on pages 8-9, Table 3.2 Evaluation of results on page 23, lines 12-27 on page 10 and 
12-22 on page 13 ofthe specification). No groupD of HIV-l antigen peptide is rected. 
Nevertheless, there are do antigen peptide fi:om Group D is disclosed and claimed. Therefore, 
the rejection is maintained. 

New ground of rejection: 

Claim Rejections -35USC§112 
Claims 16-17 19 23. 25. 29 and 30 are rejected under 35 U.S.C. 1 12. second pamffaph, 
as being indefinite for fatling to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention 

Claims 16 19 and 30 are vague and indefinite in that the metes and bonds of a vanant 
thereof are not defined. The clatms are intetpreted in li^t of the specification, however. fl,e 
specification fails to teach what the definition of a variant thereof" is. Therefore, the clatms 
render indefinite. In order to over come the rejection, the precise amino acid sequence of fte 
variant thereof should be point out in the said claims. Th,s affects the dependent clatms 17. 23, 
25. 

Conclusion 

No claims are allowed 
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Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 136(a) will be calculated from the mailing date of the advisory action, hi no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 

date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bao Qun Li whose telephone number is 703-305-1695. The 
examiner can normally be reached on 8:00 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, James Housel can be reached on 703-308-4027. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-308-4242 for regular 
communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this appUcation or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



Bao Qun Li 



November 21, 2001 



